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Subparts A-C [Reserved]

Subpart D—Reporting Require-
ments for Risk/Benefit Infor-
mation

§159.152 What the law requires of reg-
istrants.

(a) Section 6(a)(2) of the Federal In-
secticide, Fungicide, and Rodenticide
Act (FIFRA) states: “If at any time
after the registration of a pesticide the
registrant has additional factual infor-
mation regarding unreasonable adverse
effects on the environment of the pes-
ticide, he shall submit such informa-
tion to the Administrator.”

(b) Section 152.50(f)(3) of this chapter
requires applicants to submit, as part
of an application for registration, any
factual information of which he is
aware regarding unreasonable adverse
effects of the pesticide on humans or
the environment, which would be re-
quired to be reported under section
6(a)(2) if the product were registered.

(c) Compliance with this part will
satisfy a registrant’s obligations to
submit additional information pursu-
ant to section 6(a)(2) and will satisfy an
applicant’s obligation to submit addi-
tional information pursuant to
§152.50(f)(3) of this chapter.

§159.153 Definitions.

(a) For the purposes of reporting in-
formation pursuant to FIFRA section
6(a)(2), the definitions set forth in
FIFRA section 2 and in 40 CFR part 152
apply to this part unless superseded by
a definition in paragraph (b) of this
section.

(b) For purposes of reporting infor-
mation pursuant to FIFRA section
6(a)(2), the following definitions apply
only to this subpart:

Established level means a tolerance,
temporary tolerance, food additive reg-
ulation, action level, or other limita-
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tion on pesticide residues imposed by
law, regulation, or other authority.

Formal Review means Special Review,
Rebuttable Presumption Against Reg-
istration (RPAR), FIFRA section 6(c)
suspension proceeding, or FIFRA sec-
tion 6(b) cancellation proceeding,
whether completed or not.

Hospitalization means admission for
treatment to a hospital, clinic or other
health care facility. Treatment as an
out-patient is not considered to be hos-
pitalization.

Maximum contaminant level (MCL)
means the maximum permissible level,
established by EPA, for a contaminant
in water which is delivered to any user
of a public water system.

Non-target organism means any orga-
nism for which pesticidal control was
either not intended or not legally per-
mitted by application of a pesticide.

Pesticide means a pesticide product
which is or was registered by EPA, and
each active ingredient, inert ingre-
dient, impurity, metabolite, contami-
nant or degradate contained in, or de-
rived from, such pesticide product.

Qualified expert means one who, by
virtue of his or her knowledge, skill,
experience, training, or education,
could be qualified by a court as an ex-
pert to testify on issues related to the
subject matter on which he or she ren-
ders a conclusion or opinion. Under
Rule 702 of the Federal Rules of Evi-
dence, a person may be qualified as an
expert on a particular matter by virtue
of ‘““knowledge, skill, experience, train-
ing, or education.” In general, EPA
wants registrants to report informa-
tion when a person has relevant expert
credentials, e.g., a medical doctor giv-
ing a medical opinion, a plant patholo-
gist giving an opinion on plant pathol-
ogy, etc.

Registrant includes any person who
holds, or ever held, a registration for a
pesticide product issued under FIFRA
section 3 or 24(c).

Similar species means two or more
species belonging to the same general
taxonomic groups: The general taxo-
nomic groups for purposes of this re-
quirement are: mammals, birds, rep-
tiles, amphibians, fish, aquatic inverte-
brates, insects, arachnids, aquatic
plants (including macrophyte, floating,
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